AYXOENHX ME IONE
>E OEPAIIEIA ME
133 (0210)1\% (0) Y VAN D»Y
ADALIMUMAB

Nikog Biadng
[[aoTpeVTEPOAOYOC — AlEUBUVTAGC

['NA «O EuayyeAiopoc”



http://www.google.gr/url?url=http://www.neurosurgery.org.gr/sitemap/Research/EKNE.html&rct=j&frm=1&q=&esrc=s&sa=U&ei=YZK6VKaPK8z6UPLygoAJ&ved=0CCcQ9QEwCQ&usg=AFQjCNGJW-hecKtLTYaIifUYjF1fVLKqmA

IHEPIIITOQXH AYOENOYX

4-5 d1apPOIKEC KEVWOEIC/NUEPO ATTO
2unvou, apBpaAyicg, KOTTwOnN

*  AAyog Aeciou Aayoviou BoBpou

*  ATTAO TTEPIEDPIKO OUPIYYIO TTPO

£TOUG/(avTIBIOTIKA KOI GUPIYYOTOWN)

\''4

a



ENAOXZKOIIIKOX EAEI'X0

[Mpoo oA TEAIKOU €IAEOU O€ PNKog 20€K

MEYAAQ EAKN — oidnua - epuBpdTNTA

Mikpa (a@Bwdn €AkN)
2"S pyoipag 120akTUuAou




EAEI'X0X AEIITOY ENTEPOY

EAKN OoTN vNOTIOA

KOl OTOV TEAIKO €IAEO

[TpoG oA Tou €IAe0U O€ unkog =30¢&K,
OTEVWON AUAOU XwpPIC TTPOCTEVWTIKA dlATaon,
EVTEPOEVTEPIKO OUPIYYIO

BAGBeG o€ vNOTIOIKES EAIKEG, OXI ATTOOTHUATA

ey




IHEPIIITQXH AOENOYX

Aiayvwon N.Crohn

KopTIkoOTEPOEION ATTO TO

oTOuA

Tapering KX -

(40mg 1TPedVICOAOVN) +
AlaBelotTpivn 2,5mg/Kgr 2B

a



ITEPIIITOXH AOENOYX

Eicaywyn oto NOGOKOUEIO

8-10 d1appoIKES KEVWOEIG/NUEPT
AV \\Y/eIqUAVA\=]

[Mupetd 37.5

AtTwAegla Bdapouc (58Kqgr)

AUCTTETITIKA EVOXANUATA

a



WBC: 13.000 (NSO/L12/M3),

Hb 9,5 gr/dl, HCT: 29%

PLT: 610.000

CRP: 5,3 (<0,6), TKE: 40
Deppitivn: 10, ANBoupivn 3.1gr/dl
C.Diff To¢ivecA & B (-)

KaAAIEpYEIQ KOTTPAVWV (-)
PCR CMV (-)



H aoBevr¢ £xel evdeicn yia
BioAoyIkO TTapdayovTa
‘EAaBe BioopoeIdEC
adalimumab




ENAEI=ZEIYX XOPHI'HXHX

Adult patients with moderately to severely
active disease who have had an inadequate

L B . :
i Lofafind response with, lost response to, or were

f — B intolerant to an immunomodulator; or had an
* ‘. *
E:

REB R Inadequate response with, were intolerant to,
* or demonstrated dependence on
AB S corticosteroids for inducing and maintaining
clinical response, inducing and maintaining
clinical remission, improving endoscopic
appearance of the mucosa, and achieving

corticosteroid-free remissiP/—\




ITPOI'NQXTIKOI ITAPAT'ONTEX KAKHX
EKBAXH

HIMIA/XAMHAOY KINAYNOY | METPIA-BAPIA/YWHAOY KINAYNOY

HAIkia diadyvwong >30 eTwv HAIkia dilayvwong < 30 eTwv
[leploplopEvNG EKTAONG VOOOG  EKTETANEVN VOOOG

ATtTrouaia TTepIEdPIKAC [lepledpikn voooc i Bapid opBiTida
vOoou/opBiTidag

Emi@aveiakd AN BaBid €Akn

Ox1 XEIPOUPYIKEC ETTEUPATCEIC [MponynOeioeC XEIPOUPYIKES ETTEUPRATEIC

B1 vooog B2/B3 vdoog

Katviopa

Sulz M. Digestion 2019
Vachon A Curr Opin Gastroenterol 2020;36:247-56






I1I0I0 BIOAOI'TKO ITAPAT'ONTA NA AIAAEZEL

SUCRA
Surface Under the
Cumulative Ranking

ngh S, et al. Aliment Pharmacol Ther 2018



ADALIMUMAB - MEAETH CHARM

a1
o

N
o

Patients in Remission (%)
N w
o (@)

[
o

Week 26 Week 56
m Placebo =40 mg EOW ® 40 mg weekly

Ccolombel JF, et al. Gastroenterol. 2007;132 (1):52-65



REAL-LIFE EFFECTIVENESS
AND SAFETY OF MSB11022

Brigida Barberio!, Fabiana Zingonel, Alessandro Gubbiottil, Davide Massimi!, Edoardo Vincenzo

Savarino?

1. Department of Surgery, Oncology, Gastroenterology, University of Padua, Italy

IBD Unit: Padova
46 moderate-severe IBD:
9CU, 37CD

Follow up: baseline (T,), after

induction (T,), six months (T,).
NB: 33/46 patients completed at
least 6 months of therapy

Data collected: CRP, Fecal
calprotectin, pMayo, HBI

% of patients

100

80

60
444 444

T2
* Clinical remission

E Steroid free clinical remission




REAL-LIFE EFFECTIVENESS
AND SAFETY OF MSB11022

in 8/46 (17.2%)
patients:

- 2: urinary infection

- 6: headache or
myalgia or arthralgia

- 1: local infusion
reaction

in 6/33 (18.1%) patients:
4: arthralgia

1: paradoxical
psoriasis

1: local infusion
reaction.

DROP-OUT

DROP-OUT
AFTER INDUCTION AT SIX MONTHS

4/46 (8.6%): 6/33 (18.1%):

- 4 for lack of 4 for loss of
response response
2 for AEs
OPTIMIZATION OPTIMIZATION

AFTER INDUCTION | AT SIX MONTHS
7146 (15.2%) 5/33 (15.1%)




INFLIXIMAB - NOXOX CROHN
SONIC TRIAL

P<0.001
P<0.001 P=0.169

% aoBevwv o€ KAIVIKI] UpeEon
Xwpic oTepoeIdr, ERO. 26

21/75 37165 44/64

AZA + Placebo IFX + Placebo IFX +AZA

Colombel JF, et al., J Croh’s Colitis 2009;3(1): -S46.



ADALIMUMAB - MEAETH DIAMOND

* [1pooTITIKN, open-label peAETN

« AoOBeveic naive og a-TNFs, IMM
« ADA+AZA vs ADA
e 2TOXOG: KAIVIKN Ugpeon W26

* MeAEtn Trough Levels kail Abs

Matsymoto T. J 016



2YNAYAXMOX AZA KAI ANTI-TNF

Reference

Patient-years

Expected cases

Standardized incidence
ratio

Thiopurine therapy

Continuing

3.84-11.31

<0.0001

Discontinued

0.17-5.20

0.8095

Never received

0.53-3.12

0.4900

Anti-TNFa therapy

Continuing

0.55-16.4

0.1462

Discontinued

1.43-20.2

0.0197

Never received

thiopurine therapy
and continuing
aQti-TNFa thera

1.55-4.13

<0.0001

1.24-36.9

0.0337

Continuing
thiopurine therapy
and discontinued

or never received
anti-TNFa therapy

3.48-11.2

<0.0001

Never received
thiopurine therapy
or anti-TNFa
therapy

0.53-3.16

Beaugerie L et al. Lancet 2009;374:1617-25



TREAT TO TARGET - STRIDE

Noocog Crohn

ATtrouaia
KOIAIQKOU GAyoug ATtrouaia

Kl PUOIOAOYIKEC ECEAKWOEWV
KEVWOEIG

ExTiuaral JETA ExTiyaral yeta
atTo 3 UNVEC == Q1710 6-9 unveg
BepaTreiag BeparTreiag

Peyrin-Biroulet L et al, Am J Gastroenterol 2




IHEPIIITOQXH AYOENOYX

* H ao0evn¢ ouvexioe Tnv alaBeioTrpivn

* AIEKOWE TO KATTVIOUO

TpeIc yNveg YETA TRV €vapen Tou adalimumab (01/2021):

« KAIVIKA U@ean

e Bioxnuikn ugeon
« CRP: 0,4
« KAAMPOTEKTINH: 170ug/dl

* [1poypaupaTtiopevn koAovookotrnon 06/2021

a



’ BIOAOIKOXZ NMAPAITONTAZ
H
XEIPOYPI'EIO

a



[leplopIoUEVN, N OTEVWTIKNA
vOooog Crohn TeAIkoU €IAe0U

ATToTUXiO CUNBATIKNG BepaTtreiag

73 ao0Beveig 70 ao0Beveig
NAQTTOPOCKOTTIKN EKTOWI) Xopnynon IFX

Ponsioen C, Lancet Gastroenterol Hepatol 2017



-

AQTTAPOCKOTTIKN
EKTOMNN

(&

J

IBDQ 12 pniveg

-

~

Xopnynon IFX

J

178.1550.=172.0

Pongioen C, Lancet Gastroenterol Hepatol 2017



CREOLE STUDY

Bouhnik Y, Gut 8




EIIITYXIA OEPAIIEIAY

97 aoBeveig

80

60 e
40 / ey
20 /
o e
6 pnveg
4 xpovia

Bouhnik Y, Gut 20



XEIPOYPI'TKH EIIEMBAXH

4 £1n

Bouhnik Y, Gut 2018



BIO-OMOEIAH
KAI TA
OIKONOMIKA THZ YT'EIAZ

a



MEPIAIO BIOAOI'TKOQN ITAPAI'ONTQN
>THN ITA'KOXMIA ®PAPMAKEYTIKH AI'OPA

[MaykOoUIa PAPUOKEUTIKA dATTAVN
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Proportion of European healthcare spending on biologic molecules 2014 - 2018 (LC EUR Bn)

//" o 177
e 69
/ \] 61 ,/'//
\ A
/
/

« €1231¢ agiac BIOAOYIKWY TTAPAYOVTWYV ava@popdac gival TTAEOV EKTEDEINEVA O€
AVTAYWVIONO aTTo BloopoEidry — €UKaIpia ECOIKOVONNONS TTOPWV

IQVIA White Paper, The Impact of Biosimilar Competition in Europe, October 2019, as accessed October 2020


https://ec.europa.eu/docsroom/documents/38461/attachments/1/translations/en/renditions/native
https://ec.europa.eu/docsroom/documents/38461/attachments/1/translations/en/renditions/native

Denmark ' . France

Single-Winner, National Tender Multiple-Winner, Sub-national Tenders
100%

80%
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Biosimilar Share of Molecule

24 36
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ME€Eoog 0po¢ EKTTWONG ava xwpa (%) oe cUyKpPLON LE TOL OKELACUATO aVOdOPAG

Adapted from Cécile Rémuzat, Julie Dorey, Olivier Cristeau, Dan lonescu, Guerric Radiere & Mondher Toumi (2017) Key drivers for market penetration of biosimilars in Europe, Journal of Market Access & Health Policy, 5:1,



E¢oikoivéunon
TTOPWV

Augnuévn TTpoofaon
aocBevwy o€ Bepartreia

Eicodog vEéwv
KAIVOTOUWV
TTPOIOVTWYV



FRESENIUS
KABI
caring for e

Beyond Biosimilars: A holistic approach to inflammatory disease

Dear Healthcare professional,

At Fresenius Kabi our high-quality and competitive biosimilars offering is part of our passion and commitment
to unlocking access to life-changing medicines for more patients.

We are also dedicated to support healthcare professionals by bringing together panels of experts in a series of
webinars where we will explore a holistic approach to patient care in inflammatory disease.

We welcome you to join our next webinar on Thursday, June 17 by visiting the URL below

biosimilar-webinars.fresenius-kabi.com

17 June 2021 | 18:00-19:00 CEST

Management of Iron deficiency and anemia in IBD

Prof. Axel Dignass, Germany

Malnutrition & Vit. D deficiency in patients with
chronic GI diseases

Prof. Zeljko Krznaric, Croatia

Learn more about Fresenius Kabi Biosimilars by visiting the URL below

biosimilars.fresenius-kabi.com




2YMIIEPAXMA

Ta Bio-opoeidr) Tou Adalimumab €xouv
QATTOOEICEI TNV ATTOTEAECUATIKOTNTA TOUC

oTnVv avTiyeTwTrion Twv IPNE kai

£COIKOVOMOUV TTOPOUC OTO 2UCTNHO
Yyeiag

ey



EuxapioTw




